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Ombudsman
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Appeals  S corecard ---510(k)

81 appeals  received as of January 1993
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Office of Device E valuation

S tructure
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New E ngland Dis trict
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New E ngland Dis trict
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Massachusetts
Medical Device Applications (CY’99)
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Massachusetts  Device F irms
R egis tered with CDR H in 1999
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Massachusetts  Inspections
1999
FDA-conducted inspections:
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MDR Reports  from
Massachusetts  Manufacturers  1999
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Warning L etters  (CY’99)
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T hemes of
FDA Modernization Act
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FDAMA Accomplishments
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FDAMA Accomplishments
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Regulations  Published in ‘99

62 regulations  published in CY ‘99 so far
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Reengineering Implementation In 1999

Phase I

GMP-HACCP-OC

BIMO-OC

Rad Health-OC

Postmarket-OSB

Phase II

Registration and Lis ting -
OC

Hazard Benefit

Information Dissemination

Phase III

510(k) - ODE

IDE/PMA - ODE

PDP Process  - ODE

515(b) - ODE

S tandards - OS T

Regulations - OHIP

Recall - OC

GMP - QS IT  - OC

MDR - OS B
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R eengineering

Examples of Reengineered Process
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R eengineering

New Projects
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 Device GMP Inspections
FY 93 - FY 98

FY 93 FY 98
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Inspections: How to get more from
decreas ing $$$?

Changes are allowing F ield to make best
use of its  time and resources in device
inspections:
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Inspections :
“Grassroots” Changes
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QS IT :
Quality S ys tem Inspection T echnique
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HACCP:
Hazard Analys is  and Critical Control
Points
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510(k)s  - Alternatives
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510(k)s  - T hird party review
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S ummary R eporting of MDR s

Goal:  Reduce “noise” in the MDR system,
improve the s ignal to noise ratio
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Manufacturer R eports
(Includes S ummary Reporting)
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What’s  Driving CDRH to Reengineer its  Program
Processes  and F inancial Management Practices?
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F lat B udget = Declining S taff
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Appropriations  for FY 2000
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Impact of FY 2000
Appropriations
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Global Harmonization

Four s tudy groups:
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Global Harmonization

Http://www.ghtf.org/default.htm
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U.S ./E U MR A

What it is :
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Hot T opics
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R euse

FDA’s  policy is  changing because:
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T issue-based Products

Concern about transmiss ible spongiform
encephalopathies  (T S E )
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Fetal Ultrasound Monitors

“Keepsake” videos of the fetus .
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People S canners

People scanners  are not medical devices but
are handled s trictly as  radiological products .
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Year 2000

http://www.fda.gov/cdrh/yr2000/year2000.html
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CDR H: T he Future

T ransparent
Adequately Resourced
Re-engineered
FDAMA-ed
S cience Based
Partners
Credibility


